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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temn adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 21 September 2005 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for forinal matters, prosecution as to the nnerits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 19-45 is/are pending in the application. 

4a) Of the above claim(s) 21-29 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) ^ Claim(s) 19,20 and 30-45 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 14 November 2000 is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 , 85(a). 
Replacement drawing sheet{s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 

1 1) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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1 .□ Certified copies of the priority documents have been received. 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Claim Objections 

1. Claims 20, 31, 32, and 34-45 are objected to because of the following 
informalities: Claims 20, 34, 36, 37 and 45 do not further limit the parent claim, since 
the limitations are the same as recited as in claim 19. Regarding claims 31, 32, 39, 40, 
42, the term "nominal diameter" has not been defined and is therefor indefinite. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1 9, 20, 33, 34, 35, 36, 37, 41 , and 45 are rejected under 35 U.S.C. 1 02(e) 
as being anticipated by Hamlin (5,270,086). 

Regarding claims 19, 34, 35, 36, 37, and 45, Hamlin discloses a balloon for a medical 
device (fig 4) formed from a length of tubing by radial expansion of the tubing under 
pressure, the polymer material comprising a melt blend product [col 2lines 4-11] of at 
least two thermoplastic polymers [col 1 line 65 - col 2 line 11], a first of said polymers 
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being an engineering resin [col 2 lines 30-68] having a flexural modulus of 240,000 psi 
[it is inherent that an engineering resin, such as ABS polymers, is capable of having a 
flexural modulus of 240,000 psi or greater or about 300,000 psi] and a second of said 
polymers being a block copolymer elastomer [col 2 lines 30-68] having a flexural 
modulus of about 150,000 psi or less [it is inherent that a block copolymer elastomer is 
capable of having a flexural modulus of 150,000 psi or less and is well within the skill of 
the ordinary artisan], the block copolymer including at least one block which is 
structurally similar to the engineering resin, wherein the first and second polymers are a 
pair selected from the group consisting of engineering polyurethane resins and 
polyurethane elastomers; aromatic polyesters or copolyesters and aromatic polyester- 
polyether block copolymers; aromatic polyesters and polyurethane-polyester block 
copolymers; and polycarbonates and polycarbonate urethane elastomers [col 2 line 31 
- col 3 line 8; Hamlin discloses that many combinations from the materials disclosed 
can be made depending on the desired characteristics such as strength, expansion 
pressure, etc, as well as distinctly discloses the several of the combinations above]. 
1. Regarding claim 20, Hamlin discloses the balloon as stated above, wherein the 
first and second polymers are engineering polyurethane resins and polyurethane 
elastomers, respectively [col 2 line 31 - col 3 line 8; Hamlin discloses that many 
combinations from the materials disclosed can be made depending on the desired 
characteristics such as strength, expansion pressure, etc, as well as distinctly discloses 
the several of the combinations above]. 
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2. Regarding claims 33 and 41, Hamlin discloses a dilation catheter [fig 5] having 
an elongated tubular body, a balloon mounted on a distal end thereof and means for 
inflating the balloon, wherein the balloon is as stated above. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 30, 31, 32, 38, 39, and 40, 42, 43, 44 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Hamlin (5,270,086). Hamlin discloses all of the invention as 
stated above, however Hamlin does not expressly state that a wall strength greater than 
20,000 psi or the nominal diameter of a balloon being between 1.5 mm and 4.4 mm. 
However, in Applicant's specification he states that "Tensile wall strengths are 
commonly 20,000-50,000 psi" [page 2] and that commercially available balloons have 
nominal diameters in the range of 1.5-4. 5mm [page 2]. Therefore, at the time the 
invention was made, it would have been obvious to make the catheter of Hamlin to the 
specifications since these specifications are generally used when making a catheter. 
Furthermore, one of ordinary skill in the art would expect Hamlin's catheter balloon to 
perform equally well with a catheter of these dimensions because they perform the 
same function. This is considered a mere design consideration which fails to patentably 
distinguish over Hamlin. Hamlin's catheter balloon is capable of having a burst 
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pressure of at least 12 atm or about 16 atm (well over 7 atm [col 5 line 28]) when the 
materials are combined as above. 

Conclusion 

5. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Pinchuk et al (4,906,244) discloses balloons for medical devices 
and fabrication thereof; Jackowski et al (4,938,676) discloses an apparatus for 
manufacturing balloons for medical devices; Lombardi et al (5,254,090) discloses a 
balloon catheter having a dual layer inner member; Chen et al (5,554,120) discloses 
polymer blends for use in making medical devices including catheters and balloons for 
dilatation catheters; Hamilton et al (6,086,556) discloses medical device balloons 
containing thermoplastic elastomers; Ferrera et al (6,242,063) discloses balloons made 
from liquid crystal polymer blends. 

Contacts 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Melissa A. McCorkle whose telephone number is (571) 
272-2773. The examiner can normally be reached on Monday - Friday, 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick Lucchesi can be reached on (571) 272-4977. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



MAM 

12/21/2005 




